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EXECUTIVE SUMMARY 

This Second Annual Report on the implementation °| s £® a »^ ional 
Vaccine program (NVP) and the de p ired un der Subtitle 1 of 

long-range National Vaccine Plan^ qu ides a summary of 

Title XXX of the_ Public Health Operation in 

the efforts of the NVP s firs describes the progress of 

developing a comprehensive document was prepared by the 

ongoing program activitie. x Vaccine Advisory Committee. 

NVP in consultation with the Natio addressed in the first 

This report covers t h ® Activities planned for Fiscal Year 

report and describes the major activm r 

1989 within each of these areas. 

Responsibilities of the «VP under Subtitle 2 (Nationaljaccin^ 

Injury Compensation Program) of ^le^call ^ ication 

specific activities rel 3 associated with immunization, and 

reporting of adverse events activities are also 

special studies to be earned^ ^ thege activ ities are currently 

underway^and Are*being carried out with existing resources. 

^ e =ttemDt to assess the appropriate mix of 

Slv2I“nd pSlK .°«o r P involv....t requited to eohret. 

National vaccine goals. 

This report does not deal Bpe ^ f ^®g 1 ^ ^ine d development is being 

vaccine for AIDS. \ summary of AIDS^accine^d^ and 

Infectious^Diseases (NIAID). Its completion is scheduled for 

later this year. 
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BACKGROUND/INTRODUCTION 


Subtitle 1 of Title “J ° f ^g^nded^both^L? 100-203^ 
bv P.L. 99-660, (Appendix ) vaccine Program (NVP) and 

P^L. 100-360 establishes a Nation IV Vaccine 9 plan, which is to 
calls for the development of a Nati^ annual reportB to Congress 

be submitted to Congres . Assistant Secretary for Health 

serve to update the Pl an - *he A ssista^ To implement the NVP, 
(ASH) was appointed Director of the NVP. ^ £ reated in 

the National Vaccine Program Assistant Secretary for 

September 1987 in the °^ d jjyp interagency Group (XAG) 

Health, staff « ere ^^?nn ihf National Vaccini Advisory 

was created, in addi £ £ legislation was chartered and 

i. »»»• 

This document, which ia—"i^lpril’lSM? hercribtr llle^ 

submitted to the Congress in Apr toward the development 

activities of the ^ a * ^Cl v^cine Plan. It is clear 

of a long-term compr.ahe;” s t Btateltie nts by congressional staff 
from the legislation as development of the Plan, 

that wide input wa ^ , vaccine** Advisory Committee. Since 

particularly from the National V ^eld three meetings and has made 

being formed, the its highest priority. Submission of 
the development of the Plan its hign F nal vaccine Plan to the 

the complete “ 990 . Consequently, this Report 

Congress is projected f Y . items to be addressed 

should be read ®! r ia 989 a by n ?he National Vaccine Program, one of 
which 9 is^t^develop 1 ^definitive National Vaccine Plan. 

Subtitle 2 of Title 

Compensation Program (NVICP), aad .^^ ieB r I lating to 
mandate a variety of spe reDort ing of adverse events 

patient/parent notific ' ? soecial studies to be carried 

associated with vaocinatio , 2 P will alter the sections in the 

out. Implementation S “ bb B bl three issues. The magnitude of 
1989 Report dealing with th ^ t ^ e Rep0 rt. In October 1988, 
the changes is indicate f Hea lth and Human Services, 

Dr. Otis R. Bowen, Secret ry ^ ^ 2 compe nsation activities to 
assigned responsibility for S«*"^^ nlst £ ation (HRSA)f a public 
the Health Resources and S result the National Vaccine 

;s;s « .,^1^ - 

mli i Bureau ol Health Brotaearone. 
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XI. 


UPDATE OE THE NATIONAL VAOCINE PROGRAM 1S»8 REPORT TO 
CONGRESS 


During Fiscal Year 1988, many ^^ C ^ciated e in the 1988 

use and evaluation;a^ri^s of vaccines and assuring public and 
assessing benefits and ris bene fits and risks; assuring 
practitioner awareness of th evaluate'vaccines; improving 

adequate regulatory capacit^to ®^ hj _ resea rch priorities; 

surveillance of adverse events, of improved 

promoting rapid development^ optimal immunization levels in 
pertussis vaccines; and assuring optima 
all target and high risk groups. 

This report will give a brief description of the activities to 
date in these eight areas. 

a IMPROVING COORDINATION OF VACCINE RESEARCH, 

DEVELOPMENT, USE, AND EVALUATION 

aids vaccine development is being ^°°^ n |Hg d E xecutive Task Force 
Research and 

directs'iteafforts At uon-AIDS v.ctln... 

,h. Third Report to Co«,r.., in 

giob.UTWi.-t 

vaccine preventable diseases. 

and Funct igning_°£—£b§— 

Advisoiv Co mmittee 

Section 2105 of the law requires^he establishment^of^ 
the NVAC and appointment ^ the^Di^ ^ gci 
^lectloflU i ofthis Report for a description of 
NVAC activities. 

nwwi nn a Comprehe nsive. T nn g-Term National Vaccine Pl an 

Section 2103 of m piement U NVp S responsibilities that 

develop a plan to ^^^Heans to induce human 
cover (a) vaceine r ,, occurring infectious 
immunity Adverse reactions to vaccines; 

diseases.and to pre including the techniques 

(b) vaccine dev P ' ^ effective vaccines; (c) 

needed to Pf?ficacv testing of vaccines; (d) licensing 

B afety and ^fficacytes g vaccines by providing for 
of vaccine manufacturers a t the licensing 

the al ^ c ^°” ^notion and procurement of vaccines to 

j^tbit’^u^^r^ssssi 

production and procurement of sate ana 


1 . 


2 . 
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vaccines _t the need, of the Vnited State. 

■ “rlSrbs, 1 ' 1 

S S2 SS.eJ.irDi.;..5 lenttel and 

assistance to ? ta P?®' d j°vribution and use o£ vaccines, 
practitioners in the -nnblic acceptance of 

including efforts to ®££° u £ e f lt £ practitioners and the 
immunizations and adverse reactions and 

public aware of Patent acci nes- (g) evaluating the need 
contraindications to vaccin ' \;' rse effects of 
for and the effectiveness . coordination 

ii&grsSsS ffsrsssssr-«- *-.« 

activities not otherwise funded. 

. TTT A below for information about the 
development of \ long-range National Vaccine Plan. 

3. Functioning ,^the ME Intera gency Gro up, 

The IAG, the principal ^^“/^^legitlltlon, 

government-wide implementation^^ the*™ f 

v e i d ,aL"T February March ?, mrch 22, April 13, 

*£ ¥>7^ rSS-t 3, September 7, October 4, 
November 10 and December 

Topics addressed in these meetings 

pertussis ^ cc ^; r ^f^rfor^AC meetings, and 
prlparaS of P thI National Vaccine Plan, among others. 

4 . i.iais r " Other Advisory Gro ups 

„ ^nntirmes with CDC's Immunization Practices 
Liaison continu /ACIP) the PHS AIDS Vaccine 
Advisory Committee ( AC *^)' . and the WHO Executive 

Research and Dev ®J;°^® tee an 9 W orld Health Assembly. 
Board Programme Committee ana 

. phc; and AID staff continue to participate 
Various PHS ana aiu infectious Diseases of the 

meetings of the Coi P^? t • the Ta sk Force on Adult 
American Academy of Pedia^ c ' ol \ ege of Physicians, the 
Immunization o Colran ittee on Immunization of Canada, 

National Advisory ’^Atinn's fWHO^ Expanded Program 

the World Health Organization c S n (WHO) A E v P gory Qroup 

on immunization G!scientific Advisory Group of experts 
meetings, the Wh Technical Advisory Group 

on Vaccine Development Techni paMne , the 

of the WHO Control for Diarrheal u United 

joint Coordinating Board o iran-^oonsored Tropical 

Nations Development Program™' Advisory bodies 

Disease Research Programme (TDR), the aqvi * 




9 


of the international Center for Diarrheal Disease 
£ In Ranaladesh, WHO Technical Advisory Groups, 

Research m Bangiaaesu, n - or , n =4--; on al Tripartite 

WHO Expert Committees, and Interna P 

meetings including the FDA equivalents of the U.S., 

Canada and the United Kingdom. 

Pnntinue Promotion of Dial ogue on Vaccine Policie s 
At the request of the ACIP, and under the 

Sationaflcademy^fSciences in Januari 1988 convened^ 

•" ?h Pe Snite7sta?es!° lOM^ecoiIendations 1 includes (1) 

aC hancld 1 potency n iPV V in a i^>unocompromised individuals 

£ Hln enlanced^potency ?PV SKST5fTofls 

dosei^of ' th^combinecMDTP/ ipv" followed^by^DTP and OPV 
doses or rne cu of elementary school 

sjss*s*iS% r as? 

accepted the IOM Report and agreed with itshasic 
recommendations. The IOM Report is included as 
Appendix 2. 

, 4 -v,d ofatnc! nf Acellular Pertussis Vaccine 

A workshop on the Status or February 1988. 

and Swedish Trial Update was held m Febr ry 

See Section II♦ G. 1* below. 

A workshop was held in September ^1988^to^assess^the^ 

progress with alterna less than nine months 

Le in Consultative Group on 

Vaccine Development with liaison members from WHO and 

MS to review its vaccine portfolio policies and 
directions. 
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6 . 



The 22nd National Ionization Conference was held^ 

involve^the p^tlcipaSon of more ttaWOjWU 

health l^iulief^^^erested in childhood 
and adult immunization. 

s^"*' 

WBB. PHS staff were present at each of these 
meetings. 

FDA has consulted with its Vaccine and Related Biologic 
related to the safety and efficacy of new vaccines. 


8. 


_ i iq an the NVP asked academic, industrial and 

biomedical ..«> » «2u“ SSutSSrent and 

existing vaccines, for inform activity. The NVP 

projected levels of vaccine resea basel £ne profile 

received more tha will P aBsiS f the NVP to monitor 

current vaccine research and development efforts and, 

? ™ul,Ttati£n with the National Vaccine Advisory 
c!,Sil£ develop ppiocitie. to aobiev. nati™i jo.i. 

?So25 r £iSt;K”“i SAS=°S°5*“-— 1. 

included as Appendix 3. 

Internation al Efforts 

- sresisrs 

“he^otM Health «££» 

S-i S^lSat'pSn*^^ 1 ^ 

EP1 GAG in October 1988. CDC and AID are^ 
supporting this effort with technical assistance 

and resources. 
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b . Declaration of MeaBles^limina^io^fro^the^o 

E *™btr i?a?ls flom the English speaking Caribbean 
established 6 the*"goal of measles elimxnatxon by 
1995. 

C. Global Immunization Progress " “developing 
services were virtually nouexxstent^xn^ ^ ^ 

COU ?H-= e rhi?dren have revived Bacillus Calmette- 

world s c hilar en n first birthday? sixty 
Guerin (BCG^ ^ived ^ mj sixt ^-one percent, 

Polio III; and fifty-five percent measles. 

During 1988, HHS and AID sig^an thS 

government of * n ^ a £ e US -INDIA Science and Technology 
program as part of the U collaborative vaccine 

initiative. The directed at the problems of 

research in AID continued its support for 

developing countr.rLUrf* for Diarrheal Disease Research 

ln e Bang!aSesh° n including oral cholera vaccine trials. 
assuring an adequate supply OF VACCINES 

!. n.^hase Addi ^™»1 vaccines for Stockp ile 

The table below summarizes the status of the Btockpil^ 

5 ? »«• 


VACCINE 


DTP 

MMR 

OPV 

IPV 

DT 

Td 


SUPPLY 


1988 .19.83. 


15.2 weeks 
20.8 weeks 

20.5 weeks 

16.6 weeks 
20.8 weeks 
20.8 weeks 


17.0 weeks 
20.8 weeks 

20.5 weeks 

16.6 weeks 
20.8 weeks 
20.8 weeks 
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2 . 



C. 


co».,. sf 

to purchase P£®™25°000 doses have been purchased for 
years fewer than Wcvna 4-ii-is n vaccines are not 

available t via P CDC contracts! however, the vaccine is 

Ssa ^'‘i*.s^ h ?.o^ ass -w-*. 

^iSTSL5~’~ js, 1 -“” * m - 

brought to the NVAC for consideration. 

3 . notion Appro ache s to Ensure Supply o£ Vaccines _of 
T.i.mited Us_e 

The NVAC has begun discussions on this subject. 

4. Longe r-Term Approach^ to Assurin g Adequa te 
Supplies, 

* ,"str~ c iSK ~r lne 

^oSa^SSKSSl ..nal.ctur.rs to enter the ««■ 
The NVAC has begun discussions on is j 

lt Ass ^s^no the Benefits and Risks.of 

Immunization 

3 • d^fsubmlttenfpart Sf^ves^gaSonfl"^^ 
(IND) or license applications. 

wna rpview of preclinical and clinical data 
^including pre P and post marketing data) continues 
and relevant actions are taken. 
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b. 


Maintain and improve national and international 
surveillance systems for major vaccine-preventable 
diseases. 

Surveillance activities this year i£ cluded three 
field investigations of measles outbreaks, 
involving students at a public four-year college 

* nnranao Colorado; Amish communities in 
Lawrence^ 0 Indiana; Lebanon County, Pennsylvania; 
and 3 "unvaccinated preschool children and infants in 
Los Angeles. 

A cluster of several cases of flaccid paralysis 
with onset during August 1987 was investigated. 
Results _ indicate that ^^ausative an important 

investigation^ since cases had cliniCal symptoms 
pSspibly compatible with paralytic poliomyelitis. 

An outbreak of pertussis in ^ated ly 

located in Maricopa County, was investigated. 
Emphasis was placed on a case-control st y 
looking at risk factors 

associated knowledge, practices and attitudes 
related to vaccine usage and disease. 

iLnSEdiS by «h. 

Itates, will improve the quality of reporting. 

Consultation was provided in October 1988 to the 

• Government of Israel during the 

noliomvelitis. The investigations offered tn 
ooDortunity to evaluate the impact of polio 
SnHnVeventing disease and impeding spread 
of wild virus to susceptible individuals. 

FDA participated with CDC in monitoring the 

s-^.rssa.s.'syss sra*. 

student populations. 

CDC is working with developing countries through 
the Field Epidemiology Training Program to 
increase epidemiological skills m those 
countries. 
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c. 


aid is working with 12 African countries to 
project. 

Develop and use tools which ^ayfacilitate 
diagnosis of illnesses such as pertussis, 
pneumococcal pneumonia, etc. 

FDA continues to evaluate the ELISA ^hodology^ 

been U initiated 9 in S cloninfan antigen which may be 

useful in the serodiagnosis of pneumococcal 
disease, i.e., pneumolysin*. 

in the viral diagnostic area, FDA is also 
extensively i-olved^in^tudies -aluatin^the^ 

methodologies (e^g^ hemagglutination^inhibition 

and virus neutralization) to ne a1 . 
such as the ELISA techniques. If validated, the 
i-orhni ernes which are more efficient and 

I: s Is IHta KK =ts= 

Er—. 

The NIH continues to support research to develop 
now and improved diagnostic capabiliti ,_ 

infectious disease agents. Academic, corpora , 
and intramural research scientists are involved 

Small Business nature, 

j- a new resource for worK ox 

Monoclonal antibodies, ELISAs, rDNA n ^„4es 
polymerase chain reactions are new ^effort 

FIT* anolied. This year a new specific etrorr 

was funded to develop diagnostic reagents for 
enteric viral pathogens. 

RID is working to develop rapid diagnostic tests 

Emetses e>ie 

National Academy of Sciences. 
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d - systems n for m aSverse a eventrfoflowIXi^^ ation - 

vaccines submitted Y ^ rceB cDC's Monitoring 

(MSAEFI) receives and review f 
public sector. 

FDA and CDC continue ^ e ^^aneoul e reporting 
reports received via t P.. 0 f the Haemophilus 

, y f t „ ion.-i»| *4°«. 

sss , ;aJii»,ji=« 5 ». 1 jj^*r3su“ t<> b 

evaluate 6 safet^of'the°polysaccharide vaccines are 
being conducted by the manufacturers. 

CDC' s Adverse EventsFollowing^mmunization 

Surveillance Report N°-J» ter of FY 1989. A 

distribution xn the secona q event 

— °” durt * d 

vaccination. See also Section III. D. .3. c. 

administration of certain vaccines. 

Case records of 

related 

the 6 vaccine^are 1 being 1 of ficia1ly reported for 
1987 . 


e * 








16 


An alternative classification system for cases of 
naralvticpol iomye litis has been developed. It 
based^on laboratory and epidemiologic catena a 
provides more detailed breakdown and 

^thoIfpartlcuL^irmo^ecuiarvirolog^ A 
manuscript describing the new classification as 
been S accepted by the America Journal of Publ ic 

Health » 

FDA maintains a contract to monitor the possible 
association between measles 

subacute sclerosing panencephalitis (SSPE). 

Identify other data bases which may S ®|ccine- 

estimating the incidence^ severity of vaccine 
preventable diseases in the U.S. ana aoroau. 
Alternative surveillance for tetanus was 

undertaken, using National ^"^.^stlte 
Statistics (NCHS) mortality data and State 

■“Sii'TnSSS*uS«S“r5S'“ ■■ d.S. both to 

”1 «CHs“Sd the standard CBC morbidity reporting 
RVRtem This suggests underreporting of tetan 
cfses\o States and to CDC. Further analysis is 
underway and a paper is being prepared for 
publication. 

aid is continuing its program of demographic and 
women. 

' conduct basic, applied, and operational research 
in the U.S. and elsewhere. 

CDC staff participated in the evaluation of the 

immunization programs and other component. « ^ 

in epidemiologic 

Ifrica S a in additionril^sponsored CDC and Johns 
Hopkins University participation n in 

Mexico and Haiti evaluating Edmons^^agreb 
measles vaccine m 6-month-old children. 
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FDA was another participant in aborato^ 1 ^ 
study in Mexico P rov ^o^v°sensitive anUbSy 
support ut J; 1 ^g" g ( ® la q^ e reduction neutralization 
measurement tes wda served as the 

test, PRUT). !n additiM, potency of 

reference laboratory independent studies on 

measles vaccine used in six ^depe . 

‘.Si5 "i «■ 

NIAID staff has assessed e ? erg e ncy c roomiPatient 

utilization of and intere stance to use of 

significant P r °P°^°" c ° al vaccines in targeted 

SSS.2E srif^-SScr 

are offered pneumococcal vaccine in an y 

room setting are ready to accept i . 

. _ ^f a nrevious study in Baltimore, 

As an extension of a prev study to determine 

poliovirus vaccine or . performed 

from the study. 

Basic and a PP lied . ^^^e^development^^a major 
diseases and va ? c i ne ?" nd ®£“fTories. Special 
effort in FDA ^^^searc?Involving analysis 
o^the^molecular basis of attenuation °^ p Sabin 
' Ttla^ol poliovirus^devoid of neurotropic 

potential. 

Various laboratories in FDA ^atories for^WHO and 

; PMO loathe control of yellow 
laboratory produced in the Americas, as well 

fever vaccines produced tetanus t oxoid. FDA 

flso a se^4s as the WHO Collaborating Center for 
Research on Pertussis Vaccines. 
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the availabilt y idemiology c f disease. FDA 

II SffiSSifSS Si. - 

?"ri ssr«ss«... 

irii r 

season. 

aid is sponsoring research to investigate the 
optimal So-ulati^of 

liir^hsslss 0 ^ impaci n L S in?ant e moSaU?y 

• secondary 

Venezuela? S and low dose hepatitis vaccine research 
is underway in Baltimore, Maryland. The aid 

sponsored new typhoid^Vx^vaccine^has been^ ^ 

whole^cell with B sub-unit cholera vaccine is to 

complete its J^i^all^sponloring the development 

.yrinf.. «« In 

, ji.K r "cTt?USLJ“S s 

”“Kin .nd adaqa.t, .t.rlli.ntion »r« b.ing 
field tested. 

im prove Practition er Awareness, 

saffssjsrs s. 

Drug Bulletin and elsewhere. 

Requirements for t recording r and u reporting n as he ^ 

and C FDA S Drug Bulletin and subsequently in several 
medical publications. A copy of the requirements 

Directors^ 0 ImmunizationPublie Health Advisors, 
msaffi Coordinators, State and Territorial 
Epidemiologists and'State and Territorial Health 

Officers. 


a. 
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Nine articles were polished in the Morbidity and 

Montaiity Weekly Report rncludrng. fi ACIPae Type b 

Re = ndatrons fo^m ^ d t FirBt 26 

S3S »•?*■ "f H -“ffct^wfth HIV;» 

"Requirements° for^Permanent Vaccination^ecords 

^nation— ^Paralytic^Poliomyelitis —Senegal, 

1986-1987; Update on the N-XPV^Effrcacy^ ^y, 

7®v S lacr Chicago- Progress Toward Achieving ' 

5?£3£lObjectives for Ionization; 
and “Poliomyelitis—Israel. 

Health information for ? nt ^£^£ e S raVe1 ' ^ 
is now available and being distributed. 

aT n' is working with practitioners through its 
health communication project in developing 
countries to increase their 

preventable diseases and to routine ■ 

incorporation of immunization m their routine 

practices. 

aid is also supporting the American ^ical^^ 
associations^in Indonesia and Thailand to involve 

fSL^fof^dTther 1 ^ EE3 services. 

Update manufacturer's package inserts when 
indicated. See Section III. C. 3. 

Manufacturers' vaccine products package inserts 
__. 0 -reviewed for consistency with ACIP 

addressed by the package insert. 

For those vaccine products covered by 

sr 1 ;; 

S&S •£nr££S£ s£S- * 

“77-- the Advisory Commission on 

discussion with the i National Vaccine 

Childhood Vaccines as well as tne kcu-^ 

Advisory Committee. 
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c. 


d. 


e. 


Present surveillance and other data at scientific 
meetings. 

„*nff presented a review of pertussis cases 
CDC staff P^®sente 982 _ 1986 at the pertussis 

and epidemiology fo ., iggn* at the fourth 

Symposium, East Berlin^, Copenhagen, 

Interna i g.^ d at t ^e Interscience Conference 

SffiSoJJShl'&S. .nd Chemotherapy in ho. 

Angeles, October 1988. 

Immunization ,.co™„nd«io„. for tog gntlo;;! 
published. 

preliminary rezulhs^from^the^Edraoneton-zagreb 

September 19BS Alternative Meaalea vaccines 
Workshop in Washington, D.C. . 

. t _ rnfT ress with global immunization 
aid presented p:American Public Health Association 
programs at the at the Annual Meeting 

of S the 9 National Council for International Health 

in May 1988. 

Continue to work with various advisory groups. 

See Section II. A. 4. above. 

Prepare, update, and distribute "Important 
Information Statements. *' 

Work proceeds on developmentrOf g\£; w National 
Information Statemen ? ct G f 1986, as amended. 

Childhood Vaccine Injury Act of d ; tallB . These 

See section III. D. 3. a. i things, explain 

M l X“'v«ci 9 h.= .co5.r.d 

Three draft Statements have been 
vaccine. Three dr when the 

S&3S--S a- 
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the FederalRegister. This will 

Sgl “ | & 1 £4£“S.SS "£Hnvit«i 

SST.L;KLfj ; ov S ,,.,_p.r SU organisation., 

hearing^iil be held at CDC approximately 30 days 
after the publication in the Federal Reqxste r. 

P^p in MMR^ 8 and^ube 1 leT^ere°revised, S 

distributed to tt.e immunization projec^ ^ 

camera-ready format^ a ^ F °^ e ioped which deals 

specifically with Td vaccine. A new statement or 
the f^and^itStPP * The j a?nual Va influenra 
®^irIiateior e Ihe e i988-1989 e flu C slaIon and was 

Implied to immunization projectSnandatO o n 

gHr Sssi aLSsr5«. 
syssjaffBt^^ 

Coordinate various vaccine-preventable 
disease-related educational programs with private 
and public organizations. 

Five 3 T^y P OU p®ev e nti 0 n? e and d Cont?ol S of'“vaccine 
Preventable^Diseases were conducted in selected 
locations in the United States. 

Conduct knowledge, attitudes, and Practices survey 
of health care providers and of the public. 

See Section H. 7. below. 

The Communication for Child Survival Project 

SSJSa.'SSSS-SS’13S support as part of 
its efforts to promote maternal and child 

immunization. 
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h • zsszzzzsiSzf zzzzzzzzz.. 

ZZZSTZr ZrZZKZZ SZZlZ SKSd. 
SSI' .St'S asSi-^Sh’^Ui- 

by an audiocaseette for «»• 5”“ 

ss^'^^i-ssT^sr^s 

hepatitis B dreoas© an ^ac ^ pamphlets in 
“'““'“dvfoS and other mJterlSl Inolndlng teo 

So srsusKtS"- 

during the fourth quarter^0^18“rt ies to provide 

?n?oS?ion and updated material to physicians and 
the lay public. 

An adult immunization slide set 

missed°opportunitiesI^vaccine usage, and profiles 

of high ?isk individuals. The slide set was 
distributed during the fourth quarter of 1988 to 

State immunization programs and ^^ed groups 

for use in making presentations to lay and 
professional audiences. 

*■ sTSiSrsfiSos-z; 1 ^ ssr 

■ ;ir.zizs-“zzszizz-z ih 

- immunization projects and other organizations. 
Tmprove Publi c Awareness 

a. Prepare and distribute lay publications. 

to replenish CDC's exhausted supply of the 

T ° mirtP to Childhood Immunization,’* the 

"Parents Guiae to oniiuuu . aq qqq 

1QS5 Guide was revised and an additional f 

• ps nrinted. Each immunization project 

received 250 printed copies of the Parents Guide 

aid camera-ready copy for their printing needs . 

•■Questions and Answers Regarding Pertus 
pprtussis Vaccine** continues to be CDC s nios 
TrllTent mlil out when.responding to requests for 
information about the risks and benefits of 
pertussis immunization. 
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.» Call to Action" is the adult immunization 
booklet CDC most frequently supplied i 
printed and camera-ready form. 

Follow up information on children who were studied 
in the FDA-sponsored UCLA study of adverse 
reactions to DTP vaccine was summarized in FDA 
Consumer Reports, September, 19Ba. 

tic** of oatient education materials and 

ns; s: P rjiStf» ?f •*««.»« 

Information Statements. 

rnr has worked with the American Academy of 
Lderle Laboratories, Connaught 
t ahnratoriGS and Mead Johnson in having these 

s$ stasis 

copy the Statements to physicians on request. 

- T n has increased lay awareness of the benefits of 
C ' immunization internationally bysupporting 

intensive educational and promotionalefforts 

voluntary organizations. 

„ a rpncv PAPACITY TO EVALUATE VACCINES 

ASSURING adequate regulatory CAP AC 1 i x 1U 

X - r.ontL l N Tests d Ins'S, Perform 

redactions 

IDS continues to reMive lncreising ui.-tots ^ , 

Sirs'-i »»*«»« « 

u~„i« *» SS* SSriSifStion. 

processes are being used in review . control 

ISivmls^uch as testing, inspections, and monitoring 
reports of adverse reactions continue. 

“•iSrsVui. 1 ^ iicic.1.. p~«~ 

testing and ensure quality controls. 








24 


2 . 


a cg 11 r«* Prom pt evaluation of New Vaccine s 

Resources necessary t 0 .®"^^ n g h ^ 0 nies^ t staff, and 
vaccine applications, ,. ^ Efforts are being 

facilities are being identified^ consistent with the 

increasing^egulatory responsibilities .The Center for 

of 

pertussis vaccines. See section 

Assure Cnnti n uation j q|__the_Necessary_iig^earch_Base. 

The existence of a ^rong scientific.capability^t^ 

enhance regulatory re ®P°"^ bl Reviewer s involved in the 
expedite the review process K^iewer^ ^ # close 

vaccine application apP r ° ,K. disciplines. This is 

familiarity with many scientificdiscipii 

best accomplished by h n roara m FDA's Center for 
laboratory based researc P9 ( CBER) has intensified 

Biologies Evaluation and^Review^CBER adequate staffing 

to C keep m pace°with scientif ic^developments^and^an 

expanding w ? rk ^°^‘ ailable by publication or 
regulatory programs. 

assessment. This researc methods, while 

= sr* “ 

control. 

p K 4 - U dies have been completed for yellow fever 
Such studi _ the FDA, other national 

control authorities ' 1 !taly the manufacturers. 

,. 4-^ r^nlace the rabies vaccine potency assay (in 

S - Ud fLH t!! P i!!ltiv!t!d poliovirus potency assay (in 
Wilh i! Vitro methods are under development. 
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4. relate thej ^eorgani^^^ Biolog ies 

_ evaluation and Resea rch 

The new structure and 

for various scientific^programs^contxnues. 

The reorganization of t vaccines and related 

allowed staff to focus on vx Qther types of 

manufacturing ^nd safety ; responsibility of a 

Biology. 

SgglfgilieMiSd^^ 

„ v *» qqq reauest for funding of a new laboratory 

facility on th. »IH =»P«J ?ot 

Congress and signed by *nriated. Activities ■ 

?eUtld C to°?he a p e ianntng and construction of the new 
building are now underway. 


IMPROVING SURVEILLANCE OF ADVERSE EVENTS 
1. Ttf.py-fwR Rep o T-tino of Adverse Even ts 


a 


b. 


Information ^eoording^nd^reportxng of 

Vaccine^njury Ac? was published in the MMWR and 

S.ttibot.Jto th. ootiro « -inn, 

;S“o n .o“oT.crcs;i p.iv.»t. U o 

course. 

Americ an, Med i ca 1 Association- 
t m-rector of CDC's Center for 

W pre nrovided to Immunization Project 
Director”? 1 "Xnmunization Public HealthAdvxsers, 

Smio?ogfs???°I?atf anl Territorial Health 

cons???aliofis e pro?Wed f to C ?h4se°hl?i?? officials 
on interpretation of recording and reporting 
requirements. 
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c. 


d. 


the National Immunization Conference in San 
Antonio in June 1988. 

mc's Adverse Events Following Immunization 
cdl s navtsi. MQR5-19861 is scheduled 

Surveillance Report No. 3 ( . ' 0 f my 1989 . 

for distribution in the second quarte 


Tnr prove Adverse Even ts Su rveillance Syste m 


a. 


b. 


CDC surveyed State MSAEFI Coordinators to elicit 

opinions on the current syat £' increa se 

suaqestions for improvements, methods to increa 
reporting, and costs of MSAEFI. Analysis of this 
Information is underway. 

FDA/CDC cooperation continues. Discussions have 
taken place between FDA and CDC concerning 
single adverse event reporting system to be 

developed and operated under contract. See 

Section III, C. 3. c. for further details. 

The enhanced potency IPV is available to 
nroviders. post-marketing surveillance by FDA ana 
CDC for serious adverse events is continuing. 


Act 


moment the National Childhood Vaccine In jffl 


This has been completed. See Section III. C for more 
details. 

Tnvpat.i gate additional App roaches for Adverse Eve nt 
finrveillance 

See 5. below. 

Examine Specif i c Research Question s 

I0 „ i, 

SSKirSKnKMS, ««i». 1» 

1989. 
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PTWvander ^ It. Cooperative Studies 

. -j-o rpview a Medicaid data base to 

A CDC contr ° iship betW een neurologic illnesses 

examine the relationship measles vaccines is being 

and vaccination with DTP _ effort is also supported 
successfully cooperative agreement. Events 

in part through diid popu i a tion have been 

of interest in the Medi aid and ar0 being linked 

identified from 1978 9 Data collection on 

with immunization history d completed and 

inpatient ^ f^f is continuing. A separate 
work on outpatient inn i n this population has 

study on SIDS a «d £ 0d> Additional funds have 

llll maSI lvaU^le P to extend the work on vaccine- 
related adverse events. 

gfudy_pf_JNeurologic_XjJJiess_in_£liii^fe22^ CSQS1£) 

This study to assess the fe-ibility of^peating^nd 

^ P S° V ^?Esf hafprogre^sed satisfactorily! The CDC 
Study (NCES) “ as P* ;*■,+. v of Washington was awarded m 
contract-to the University of Wasningt ^ ftugust 1987 

late 1986 and the stu y 9 parat i on . Surveillance for 

after several months ?r,d P interviews of cases and 
acute neurologic ®^®nts d t Additional funds 

controls ^“plete feasibility evaluations, 

have been obtained t P completeness of 

including anJ^dlfferett sources and a survey of 

reporting from differ t populat ion. Because the 

immunization coverage i ^Lr than originally 

number d as pbe d ®t®dy could provide a sample size 
anticipated, the a additional evidence on the 

large enough to provi .. neurologic events 

relationship between som^^ lasting 15 minutes or 

longer tnd non-febrile seizures) and DTP vaccination. 
T?na /Rnston Collaborative , Stud y 

m rtuts. 

°« data ooncining n.»rologiral h .»*m» n 

, 4pSS , (5Tll.S“t“l“ IslaaiSS. 1»». 8H345-349) • 




28 


F. 


a. 


establishing research priorities 

1 . Current Sit uation 

si ”* r jK'SS'u,,.. 

research on new vaccines n ef f or ts to develop an 

reported previously. «^h g the effort^ ^ MDjJ (noted 

improved vaccine for P researc h program continues to 

in f ro B the^eedi'and op^unitfes^utlined in the 

1985°IOM report, Vaccine Supply and Innovation. 

2 . During FY 1 98R (Excluding AID S1 

Reevaluate or Reassess the Institute of Medicine 
Priorities for Vaccine Research 

**■ 

priorities 6 based on estimates °*.^fif advances 

tn^tvewl areas^re incorporated in the model, 
priorities could be slightly rearranged. 

An abbreviated version of the IOM study is under 

Has* » 

new scientific knowledge. 

As directed by conduct^ 

literature^search^n^certain^adverse reactions 

• associated with whole cell pertussis vaccine and 
other specified vaccines. 

aid continued its support for the International 
Centre for Diarrheal Disease Research 1 . . 

Bangladesh, including oral cholera vaccine trials. 

b Continue Emphasis on the Development of Improved, 
Acellular Pertussis Vaccines 

The results of the Swedish trial of two acellular 
pertussis vaccines showed that the 

vaccines protect against pertussis but at levels 
vaccines f f be i eS s than desired. Also, 

CUrr ??=Ltes?s of se?a collected in the trial 

hav^f ailed to establish serological correlates, 
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c. 


d. 


although all analytical avenues ha*en°t ^ Y^been 
HVp a interagency e pertussis°Subconimittee continues 

newer 1 candidate f acellular°vaccines^ ^The^new^ 

trials will provide a dircct companson of 
acellular and whole cell vaccines. 

Influenzae Type B 

“f b °Hlb)’v»ccL.2 

elsewhere. .f'avlilabllTl^conjugates to 
determine 1 if the problem is with the vaccine used 
$n ?hS trial or the immune response ^e 

Hib^continue^to £ th^ost 

terms^f Mortality ^lri^b?« 

, offortive vaccine continues no 

bH high priority for the Indian Health Service 

as well as other PHS agencies. 

Stimulate Basic and Clinical Research on Targeted 
Vaccines 

report P and to needs and opportunities identified 
since that report was issued. 

AID has established a Consultative Group on 
Vaccine Development to review its vaccine 

< o policies and directions in light of th 
?OMreco^endations on priorities for vaccine 
research for developing countries. 

The vaccine research portfolio of AIDisbasedon 
tho tdm reoorti part II, addressing the needs ot 

developing countries. These !™ ve been 

reviewed by the Agency's Research Advisory 
committee and are to be presented to the newiy 
«t£blilhed Consultative Group on Vaccine 
Development established to oversee the Agency's 
vaccine portfolio. 
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e. 


f. 


Stimulate Basic and Clinical Research on Other 
Important Vaccines 

See d) above. 

Establish Liaison With Members of the 
Pharmaceutical Industry 

FDA continues its close^companies! domestic and 

individual pharmaceuti^ and deve iopment, 

licensing°and* post-licensure marketing programs. 

interaction'with £ ^t^cia^ons. 

NIAID staff °f°cture?s aCt GoverLient and 

individual vaccine manufacturers.^ ^ cUnical 

industry scientists wo g This includes 

candidates in all age groups. 

g . complete a Survey to Inventory Current Vaccine 
Research 

An update of the ^^/^f^repo^ofvLcine 
Vaccine Development and the AID r ®P° r Section IX . 
development are underway. t 

C. 7. above. 

PROMOTING RAPID DEVELOPMENT AND INTRODUCTION OF IMPROVED 
PERTUSSIS VACCINES 

1 . 



is completed a ^ t he ^uits w results have been 

S'iioSi. 5£i.«r w>* 

and the co-ltf en JXS cSUttee), «nd 

American Academy of Pediatrxcs^CRe^ gtockholm in 

two ma ^ or | ^ B ethesda in 1988) to disseminate 

December 198 crientific and lay communities m 

St ST md“b“!a ‘Sh.cript df the Bethesda 

has recently been published. The data 

g^nera?ed by the st^dy were of the highest quality. 
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The major issue remaining isthe^interpretatron of 
comparison 'o/the^cellular pertussis vaccines with the 

whole cell pertussis vaccine. 


Serologic results from Swedish^trial^have^been^ 

s»: K a « P ..t 

•sS5T” r uSu?s 9 S"S!i r«su b r»a ^ 

testing arrangements. 

TND Rev. i ews and License Applicatio n 
filiations on Ne w C andidate Vaccin _ 

< 

See II. D. 

As pertussis vaccine applications arrive at the FDA, 

they are manufacturer to be 

considered lofclini^se «S evaluated in FDA 
laboratories. 

C arry_Qut_Clinical_Stadies_oS_Candidate_Vaccines_in 

NTAID vaccin e Evaluation Centers 

. appiiniar pertussis vaccines are undergoing 
At present, a t P Vanderbilt and Marshall 

clinical evaluation at Vander acellu i ar pertussis 

Universities. At least iou ^ evaluation wit hin NIH 
vaccines have been p P Q f these vaccines 

Vaccine ^®^phocylosi^pr^ot?ng factor (LPF), 
contain only the lympn y v vaccines tested m 

SSK 

cSiiKl^SSKfin"!,. VEU'S at. J.1.I p.r»=«l “ 

£th infants and J.Stn. i. cnrt.ntl, 

b”°XS for safety and i«.«nog.nicity In infant, 
on large scale basis outside of NIH. 

Assess__Feasibility_of__a_Large_Scale_Safety_aiid_Efficacy. 

fpirial in th e U.S»_ 

Such studies would be ex P®£ s ^ e S ub jects^needecTand the 

;“‘riSnS*oi7i:. n .» ».t«.i« ~ 

Ho feasible at this time. 




32 


8 


cf^nHarHi ze go-i-nl otiic Tests for pertuss is 

The Pertussis Laboratory £he ^be^a^has prepared 

efforts to c f°^ e ^^ h Ich can be made available to 
standard pertussis sera wnicn . lab results, 

other labs for the purpose of comparing Swedish 

.nd-.thod. h.v^b^ other lnve , tls ,,or. «r.d 

ctSifiSwi. •« 

methodology. 

p^ putp F.valuation _pf How Hi a gnostic Tests for 
pertussis 

.. a. • _ t-psts for pertussis have been developed 

New diagnostic tests xor P rvrobes and assays to 

under CDC contract, f^^aSenvlatl cyclase in naial 

measure secretory IgA ditj spe J ficity of these 

secretions.The se * d and th e expectation is 

new tests are oemg r^mvide areater sensitivity 

that these " ew ^ests will provide^re^ alQne _ 

Shii ssrait^i.—-s 

disease. 

Com plete Pilot St ud y of Neurologic Illness in Childr en 


9. 



Ongoing intramural 

the identification and^characterization _ ThiB 

antigens whi develo pment of procedures for 

research includes tne u de £ elo pment of laboratory 
purification of an ^J-9 ' . d disease prevention, 

models to study pathog t he immune response. The 

and procedures e valu d hybridoma technologies 

tools of niole ^ u ^ r t vese Studies/ NIH sponsors research 
are being used in th recombinant dna techniques to 
designed to make use >table for new vaccines, 

develop and produce m i| £ Phase I studies with a 
NIH scientists ha've in:iti F borat ories have been 

of improved 

serologic techniques for pertussis. 
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H. 


assuring optimal immunization levels in all high risk and 
target groups 

1 . 



The efforts °^ ^ h ® ^ b of C c hildhood a immunization range 
^the^se Pfv^untPerfin clinic settings to the 
from the with national organizations. 

Informal cooperative ^^^/"oiunte^ “^g^ther 
hospital auxiliary f^^h ^taff^ who are experienced 
f^ t r^ut!on 'of eduPa^nal Materials in the 
S^ofT^lfs and 

immunization status of their children. 

More formal involvement with “^follow^^o^high risk 
includes educational Chamber of 

infants by such groups Cross the American Lung 

Commerce, the American Red ^f^es for specific 

see 3 below - 

Internationally, AID is enta^organizations 

^^e%“tm C i^r in the provision of immunization., 
services. 

2. Revise Adult Immu nisa tion Action Plan 

The Division of “^“““'^i/SSoSon^S 1 " 
of the current "‘J" 1 £^“tory 1 program Office in January 

of »8r al S?™S.“S”S?invo?v., the 

identification of a aerie* °< R^nSiSlnS *re. of 
management group. 

After i b ® 1 f s P dePelopPd C ?o S addrlss each 

inKTr d oL;;.";s£ » -"-^Lavs 1 su * 

S£SE p?.n Lender develop.... to .U.in.t. 
Hepatitis B by the year 2015. 
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Form a r> AH Hoc Committee t o Promote Information and 
nn on th n^d^ Adul t T^nuari cn 

4 nog 4 -v e Centers for Disease Control r the 

S5“Kv«f S«or inltiltiv. 

outline a comoiu ^ adult immunization m the 

nnited Spates! further meetings took place during the 
United t qqq which involved representatives of the 

spring of 1988 "^.^^fas well as representatives 
original th _ ■, -i ae 0 f physicians and the 

from the American Co q red^ersons. The meetings 
American Association of National Coalition for 

resulted in the formation^f^the National^^ 5Q 

organizations and ^^^rstatu^o^adul^throug^the 
conduc^o^informationa^and educational campaigns. 

Turnout Coopera tive^greement for Stud ying Heal th 
Maintenance Orga nizations 

Five HMOs are currently conducting Retrospective 
antigens; and measure tne «. and costs in 

KnUri«™ “ a mvi ” 

Association in January 1989. 

ss/s <l> 

5 SS;S«“S°S?l.S°Sp!tl.r,« or outpatients. 

rnr hones to develop methods to measure these 

indicators and views the ££ ^containment 

orototype for evaluation of otner imu 
and quality assurance programs. 

AID has provided technical assistance in Indonesia^ 

delivery a services^ th Feasibility 0 studies have also been 
carrlefoufln several countries including the 
Philippines. 








35 


5. 


7. 


and Pra aotsJffiS-Sfe-M^ ^ Ionizat ion 
Materials - 

See Section C. 2. h. above. 

National Adult Imunizatio^Awareness^eek^a^hel^ 

during the last week 198 8 in conjunction with the 
was heldonOotober^ Agents and 

Interscience Conference on vitv . 

Chemotherapy to promote the activity. 

Mnni-t-nr Activ e n,timed in Program Gr ant 
Guidelines 

Th. May 1587 r.vi.ion in „ 

i“SS"pS=S» «< Idult and .*«“1 cMl®ood 

imnunizations through .duc.tro» “ h *avf*dav 0 .!o|.d . 
supported activities. y immunization 

=™"rSS rh U . U „.5orS ai.i f ih th. promotion 
of adult and childhood immunization. 

The r?er?y Easfs^nd^hared'witfother “^nflocat 
pro jects^through the "Vaccine:Prevent^ ^ 
Highlights" and by exchange of ™ 9 rubella in 

«?“*jt,s* s a ;n;.r.H pro,™ 

5“™Si«oS to achi.ve thi. and monitor progr... 
will be continued. 

conduct S "™*™ to Establish Baseline Dat a 

The Hawaii State Department of^alth^and^the^C^ ^ 

as- Si£“‘“oSrss ffgfsi. 

“iftf™ focusing in influ.ns. and pn.umocooo.l 
vaccines. 

Appropriate -^d^size'of target^ula^ion, 
certain “®;> s c “^aae 9 and vaccine usage in public and 
immunization coverag ^ . studies will be 

5 r tTaned?harwill measure knowledge, attitudes, and 
designed tnar vcvmoe hoquitals and selected 

practices in nursing homes, hospirais 

physicians' practices. 
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Many immunization a |® gathe^this 8 information. 

hospitals and nursing IwM to gatner ± the 

usfoffmin^f-^naging an In?iuenza Vaccination 
Program in the Nursing Horae." 

Responses have bee * ^f^cen?" 1 ofthfucensed 
projects. In summary, 60 percent or ^ median vacc ine 

nursing homes *!®® p ° at ® eat g in 1937-88 was 83.1 percent. 
ThrpoUcy%or 74 percent of thpursing .^Ity^five 
perceni n of U ?he a respondents 

Sriome-^afprchangertheir existing influenza 
immunization policies. 

.„d pnju.jco.c.l jocin. 

Interview 8 Survey (HIS) ^thodology^uring £^1989^ 

childhood 11 immunization questions on future HIS 
questionnaires are continuing. 

nmiects are now using school and day care 
immunization 8 records to conduct retrospective 
immunization level surveys. 

AID has c °^ a “ b ®g„ n ™^eys unde^the^EALTHCOM Project 

t^improv^our^understanding^of ^existing^immuaizati^on^ 

and other .child surviva messages to target audiences, 
effective communications messages uo 

n 0 H 0 mn and Tmpl ftment Appropj^ e Strat egies, to Improv e 
Ttnmnrnzation L e vels in High Risk Group s 

Currently underway iBthede velopment 0^15 

counties that have %%***£ y ^f 0 “reported more 

tha^50 e preschool measles cases^ver^he^hree^ear 

Eccu?ring t in m the preschool-age group. CDC hopes to 

SSSlSTS 22S overdevelop 

better prevention strategies. 
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Under authority of he Pub Health Service^ ^ 
allowing use of up to 10 percent or g 
research purposes, up to *V“££ o 2 0 £ erative 

available xn Fiscal Y® Demonstration projects in 

agreements for immunisation Demonstratxo P 
the areas of immunization assessmenic risk areaB . 

with special emphasis on inner ci y 9 

Ten demonstration ^-"^fith'carfFinancInf CDC ' 
in ‘r°l 1 aP°«tion with h n^l hC cQst effectiveness 

of^furnibhin^influenza vaccine^under^the Medicare 
coverage ^ e^ective^ovember 1, 

IQ90 If the coverage under Medicare i 

results are inconclusive, 

effective or the resui another 24 months, or until 

demonstrations contin f £ Q a timS( the coverage under 

October 1, 1992. ® coverage becomes effective 

alter the final report 

million Part B Medicare ^ ^ts focus on immunization 

In ^n at its n GhiId Survival°Action S Program, has sought to 
within its Chii bs low immunization coverage. 

identi y . •_ ^ j.D-supported immunization 

rFri’. 

facilities but are not being immunized. Studies^^^ 

and U chUdrrto d ?argtt for immunization and other child 
survival services. 

9 . n,.^hnt„ Aut rv.ai-.ed Patient Recall Systems 

An automated data system has been developed^nder 
contract to assist clinics i P f th0 Inonun ization 

program ma * a 9®”^; i0 n £ , ICE > system can be reduced, it 
Control and Y^luation installation in three additional 

project s°i?ls d over the neft^ar. Subsequent 
installations will depend on the successful am 

installation operation, shou?d 

allow 6 prograns^t^aBsess levels of coverage 

rd S fori^roftroLrhorto t bfdelinguentin 
immunizations* 
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r-ff Q nH*vpnpss of pr°F rhnn1 Efforts 
10 . w ft view Ef tect x veness vx. --- 

Preliminary data evaluating the^ffeeti^children 

current ef f orts.to vaccin P rams directed at 

including immunization^ recall systems in public 

sets TLrsssi !»«« 

Con?erlncf!n P June 1988 in San Antonio, Texas. 

A new reporting format for ^f^Of fic^of Management 

and Budget (0«®) a P determination of vaccine 
new format allows Deruei nistration of vaccine, 

coverage, age-appropriate a ^ s ™ ecific age 

and estimates of , nati ons will be shared with State 
groups. These evaluations w.lxx 

and local projects. 

u comsm a immunization Conferen ce 

» f ion-i ssisssr 

issues, problems, and propo 

A°S 9 400 n pe?sonI r Irom all 50 states and the District 
of Columbia participated. 

. update of national vaccine program (NVP) activities IN 1988 
A formation and functioning of the national vaccine 

ADVISORY COMMITTEE (NVAC) 

... 4 -ho first National Vaccine Report 

U”S.*SS5i5? S.'S*.!..; v r i». 

Committee (NVAC) has hf^titut^of Medicine (as called 
fo^bfthe 0 legislation), members were appointed to the 
^cVr h Btag 9 gered terms ^nning.Apri^l, U88 • # The 

Committee has f Lrf^ceSber 13-14, 1988. 

Membership on the Committee as well as minutes of the 
meetings are included as Appendix 4. 

The first NVAC meeting, held June 9-10/ if 8 vaccine SSd 

“S*j: sscss ss <™i *» a 
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National Institutes of 

discussed the history ° P . supply, production and 
interest in vaccine ^search, res ources for the NVP to 
liability; the aUocation ^ d || ining t he NVAC's role 
conduct vaccine activitie ' . t ie ' to identify 

and structure; developing an d identification 

vaccine issues; P r °9 E discussions; and stimulation 

of issues for future ^ . to supp ort immunization 

of public and private entities to supp 
as a model for disease prevention. 

Tho second «V»C *««. 

k“"::s d s.S"£3S!-»‘ 

members presented tneir r ded in a long-range, 

NVP tasks/activities to i plan and an analysi s of 

comprehensive Nationalise ^ , mpeding agency wor k m 

problem areas perc , several documents 

completing the Plan tas ^ ® u issues were provided 

addressing national vaccine, pone* 
to Committee members. 

The Committee decided on seven yaccin^Plan. These 

major elements of the d £jf d inq* 2) Improving Existing 

were: 1) S^nts- 4) Vaccine Utilization; 

Vaccines; 3) Adverse Ev, L [ censing . an d 7) 

5) Vaccine Supply; 6) Va ^ NVAC believes that 

Development of New Vaccine . f^^rse events are 

improving eXESEE "9 The members felt that the first 

overlapping issues, ^e membe^ atte ntion. In 

three issues should receive draft a Mission _ 

addition, it » fc j t l ’ r overall National Vaccine 
Statement for the NVAC and an ove^ ^ ^ basig for 

^ Comittee members formed subgroups 

to V add?ess the development of a ™^y° 0 ^ tat ement; 

existing vaccines 

and adverse events. 

Under the resources .^^Ldt'^a^lnfsuppUelf" 

major subheadings were . yat-ions* the excise tax; 

third party • °„.^d domestic'and international 

the role of competition, Under the category of 

differences tn vaccine pri followin g subheadings 

improving existing vaccin, trials; efficacy 

and safety f resource development; 

market; stimuL at J- . te vaC cines; improvements in 

srjssihissi-i “<■ ■” pp ° rt 

of vaccine development. 
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The third NVAC meeting was held Decemb« 13-14, 1988. 

- The NVAC discussed and cine Policy Statement 

Statement and the a i Subgroup on Improving 

(Appendixes 5 and 6). Tne sung f outlines. 

Existing Vaccines met and discussed^ ^ Bubgroups 

In connection with t imolement NVP activities, 

regarding resources needed to ^plement as an 

the drafted a letter ^^/^ector. A copy of 

lit letter Infort^indom' s response to it are included 
as Appendix 7. 

B. NVP INTERAGENCY GROUP (IAG) AND PERTUSSIS SUBCOMMITTEE 

in early January, 1988, the NVP IAG and ^tussis^ _ ^ 
Subgroup received draft conclusions anu 

vaccine tria l s a c °™^ussis workshop at NIH in February 
NVP sponsored a pertussis nfT are 

of 1988. The proceedings of the NIH m g 

included as Appendix 8. 

vaccine. ®ve Sweden, the United Kingdom—and Asia— 
Germany, Italy, o ' . identified as 

potential^site^to^conduct'these trials^ The^NVP 

Th™'a!so aipported a visit^o Washington b^theand 
.... . Director General of Hospital of 

and representatives ° „ bbe possibility of 

Thailand to discuss with the I ? Thailand. The 

conducting a pertussis vaccine trial in Thai 

,isr=»s«c= t r“«s“Sn,ri„ «*, 

S 52L;5.rtS5.t.. for conducting p.rtu..r. 
vaccine trials. 
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C. 


D 


DEVELOPMENT OF YEAR 2000 PREVENTION OBJECTIVES 

NVP staff and IAG members ^^^^“ti^Year 2000 
fftteTrea of Ionization 2nd Infectious Diseases. 

The NVP Coordinator co-chaired ^objectives 

which drafted the o ject - fa a i arge panel of expert 
are currently being rev be modified 

reviewers outside the PH ji^ available f or public 

appropriately before b g final objectives will 

comment and final revision. The 
be published in 1990. 

implementation of the national vaccine INJURY 

COMPENSATION PROGRAM 


1 . 


■c^TTnai-.i on o f the National Vaccine Injur y. 
Com pens ation Office 

m October 1988, the Bureau of Health Professions 
in ?he Health Resources and Services 
Administration (HRSA), “f”P°^ned functional 
Public Health s | rvl °j'. ,_ ter i n g thoBe portions of 

responsibility or . Compensation Program 

the National Vaccine Injry ‘ slng an d review 
(NVICP) concerned Rising the 

if petitions ^.^ronos^wardsT Included in 
Secretary regarding PP overs i g ht of operations 

HRSA's responsibilities Childhood vaccines 

of the Adv i Bory f ^tion of the NVICP office, NVP 

{KC( ;V ' ^fed fetter responses and direct answers 
staff prepared .. * about vaccine injury 

to the S ation C matters and disseminated materials 
compensation patter . . Court to persons 

developed ^ the U S claims^Cour^^ ^ £ . Ung 
R^pkino information aDout t* The 

petitions for vaccine injury compensation. 

P • _ 4 __j upca in its assumption of 

NVP assisted HRSA in m £ ograItl functions. 

responsibilities for th P b J iefed HRSA and 

“rsntioj SoS «■» .t«» o, v=cci». 
research results. 





Vaccine s fACCVl 

. ™ ,.*^=1 Vaccine Program Office assisted in 

The National Vac.cin | Commission on 

the formation of th ? following ways: ACCV 

Childhood Vaccines i lopment of Federal 

Charter development, lop ^ Coira nission and 

Register notice membership on the 

seeking nominations for t £ an 50 letters to 

Commission? preparatio interest organizations, 

pro f es si °nal and pubUc^nteres^org ^ 

parent 9 r ° u P^' seeking nominations for 

=■« : “S'&is- 

the task of preparing and submitting Advigory 

Secretary a eiate of n Vaccines . The NVP and the 
S S wiU continue to work closely together. 

ljoncom E ensatign _AsEgctg_of_the_CoB>BgS§^£^ll 

Program 

Responsibility for subtitle' 2 of Title 

improvements in licensing, manufacturing,^ 

processing, testing, laoeriuy, 
instructions, distri^ u ^rv4illance,' adverse 

administration, fielsrv^ recall> and reB earch 

reaction ! risks of adverse reactions 

in order to reduce the riSKs or 

to vaccines. 


a 


Vaccine Information Statements 


Notice of Proposed Rulemaking of the 

th^National'childhoo^Vaccine ln^ury^Aot is 

a *=*•»- -Final development and review* 
now under final oevex f the r i S ks and 

S'liiironsSiS. cSii«d w a. »tion.i 

Hsir. sssrsssr 
BEs; sssfs“-afi=.*?iss 
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vaccine. Three draft statements have been 
prepared: Oral Poliovirus and Inactivated 
Poliovirus (OPV/IPV); Diphtheria, Tetanus, 
Pertussis (DTP); and Measles, Mumps and 
Rubella (MMR) vaccines. The proposed vaccine 
information statements will be published in 
the Federal Register . This begins a 90-day 
period during which written comments about 
the vaccine materials are invited from health 
care providers, parents organizations, and 
other interested parties. A public hearing 
will be held at CDC approximately 30 days 
after publication in the Federal Register . 

b. Reporting Requirements 

The law requires mandatory reporting to the 
i Secretary of Health and Human Services of all 
adverse events associated with certain 
vaccines normally given to children. The 
public was formally advised in an April 1, 
1988 Federal Register notice and the April 8, 
1988 MMWR (included as Appendixes 9 and 10) 
that as of March 21, 1988, health care 
providers who administer the specified 
vaccines and toxoids are required to record 
permanently certain information and to report 
certain vaccine-related adverse events, 
specified in Section 2114 of the law. 
Providers were advised to direct their 
reports to either CDC or FDA, depending on 
whether vaccines were purchased with public 
or private funds. In addition, FDA provided 
the same information in the FDA drug bulletin 
(Appendix 11). Health care providers were 
also advised of this requirement through 
their professional journals. 

c. Monitoring System for Adverse Events 

CDC currently monitors adverse events 
associated with public sector vaccines and 
FDA monitors those associated with vaccines 
purchased with private sector funds. 
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CDC's currently operating Monitoring System 
for Adverse Events Following Immunization 
(MSAEFI) is a consumer-based, stimulated 
passive surveillance system for adverse^ 
events following administration of vaccines 
purchased with public funds. The system 
depends on a parent (informed through the 
information statement) making a connection 
between the immunization and the adverse 
event and getting that information to the 
health department. The event is then 
investigated and reported to CDC. 

Approximately 2,000 reports are received each 

year. 

MSAEFI has a variety of objectives. One is 
to provide data on reporting trends and 
secular trends in adverse events reporting. 

The system also has the capacity for 
evaluating long-term followup of persons 
reported with adverse events. The system can 
identify areas for further epidemiologic 
investigation and research. Limitations of 
MSAEFI include underreporting, inaccuracies 
due to reporting and recording by non-medical 
personnel, the inclusion of events not 
causally related to immunization, 
simultaneous administration of multiple 
vaccine antigens, individual bias in recall, 
incorrect attribution by the recipient or 
parent of illness close to the date of 
vaccination and the lack of background rate 
data to assess causation. 

FDA's spontaneous reporting system, SRS,. 
collects adverse drug and biologic reaction 
reports and provides information for FDA's 
post-marketing surveillance of approved drugs 
and biologies. Since 1969, more than 400,000 
reports of adverse reactions have been 
received and computerized. However, it has 
only been in the last five years that reports 
of adverse reactions to biologies have been 
incorporated into a unified adverse reaction 
system. 

In 1987, of the approximately 54,000 reports 
received, six percent or approximately 3,500 
were for biologies. Of these, 30 percent or 
approximately 1,000 were for NVP-covered 
products. Approximately 85 percent of 
biologic reports are received from the 
manufacturer rather than directly from health 
care professionals and consumers. 
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Data elements from each report are ^ered 
into the SRS computerized database after tne 
KpwSS r.artioS. hsve b..» 

standardized terminology “f" 31 

and analysis. Reports are evaluatedtor 

completeness of data elemen ^<opriatlS 
whether the reactions were appropriately 
^oded and ?o r add any relevantinformation to 
the comments section which wll l Jt _ ade 

assessing the report. Assessments are made 

as to which reports might w ® r ^ n K£ U g^®rity 
followup based on items such as the severity 

of the reaction, resulting m 
hospitalization, disability, or death. 

Adverse reaction monitoring provides a 
profile of the types of reactions that may 
occurring to one biologic or a 9*°^ 
biologies. It can also Provide “better 
on patient risk factors which may be later 
investigated in more formal epidemiologic 
studies. 

Limitations to adverse reaction monitoring 
include inadequate information tor 
assessment, effect on,data by other drugs or 
disease, under reporting, reporting bias 
and reporting unrepresentative of actual 
rates of occurrence. 

CDC and FDA are currently developing a scope 
of work to contract for the development of a 
single system for reporting and evaluating 
adverse events. Issues associated with 
current efforts to move towards a single 
reporting system include determination of a 
timetable; iesolution of differences of how 
data are collected under the “Merit two . 
svstems; reporting criteria, forms ^ g r 
how reporting will be promoted; routing of 
reporting; data analyses to be performed, 
data storage; and type and extent of 
followup. 




Special Studies 

To comply with sections 312 and 313 of the 
law, the NVP is to conduct reviews of 
published technical literature which describe 
the association between the use of childhood 
vaccines, especially pertussis and.MMR, and 
certain specified illness and conditions and 
to study the broad risks associated with 
vaccines for which injuries are compensable 
under the law. The responsibility of 
overseeing this activity has been delegated 
to the NIH. 

The law stipulates that the Institute of 
Medicine (IOM) be offered the opportunity to 
conduct the studies so that the most 
scientifically competent investigators are 
made available for this activity. The NVP is 
taking steps to begin this study. 

Mandate for Safer Childhood Vaccines 

To comply with Section 314 of the Act, FDA 
has been delegated the responsibility to 
review the warnings, use instructions, and 
precautionary information presently issued by 
manufacturers for the vaccines covered by the 
Compensation Program (diphtheria, measles, 
mumps, pertussis, poliomyelitis, rubella, 
tetanus, either singly or in combination) 
and to determine by rule whether^such 
warnings are adeguate. These activities are 
ongoing. 

Section 2128 requires manufacturers to record 
and. report certain information pertinent to 
the manufacture and control testing of the 
relevant vaccines. FDA has been delegated the 
responsibility to assure compliance with this 
Section; implementing procedures have been 
initiated. 
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IV. 


B. 


PLANNED NVP ACTIVITIES FOR 1989 

nnrina 1989 NVP activities will continue in the same areas 
as during 1988 with some modifications of emphasis. 

A. IMPROVING COORDINATION OF VACCINE RESEARCH DEVELOPMENT, 
USE AND EVALUATION 

Working with the NVAC, NVP staff and IAG me ^®^s wiil 
complete the first National Vaccine Plan and submit it 
t-n thG Director, NVP, by the end of calendar year 1989. 
The p!an wUl b4 a major part of the 1990 Report to 
Congress. 

mv_ T / a list of members is included as Appendix 12) 
2!l regularly and prorid. 

vehicle for governmental activities of the NVP; g 

1989 more emphasis will be plaoed on liaison with 
industry about general issues relating to vaccine 
development and^anufacture. Close liaison currently 
exists on issues relating to specific vaccines. 

assuring an adequate supply of vaccines 

Steps will continue to try to exempt vaccines in the 
vaccine stockpile from payment of the excise tax unti 
they are sold/distributed for use. The number of doses 
added to the stockpile in 1989 will be dependent on th 
outcoms of this activity. 

Longer-term approaches to assuring adequate supplies 

will be addressed in the National Vaccine Plan. 

fda's control testing will continue to be performed 
concurrently with the manufacturers to expedite the 
release of vaccines where needed. FDA will continue to 
work closely with manufacturers when problems 
potentially affecting supply are identified. 

_--■c’GCT'Kir’ BENEFITS AND RISKS OF VACCINES AND ASSURING 
PUBLIC AND PRACTITIONER AWARENESS OF THE BENEFITS AND 

RISKS 

Surveillance systems for vaccine-preventable diseases 
will be maintained and improved _ nd 

Surveillance summaries will be published in MMWR and 

other publications. 


C. 
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The single system ^imptlmlnted during 

following ionization wi^ infor I? ation pamphlets 

required byPHS Act section 2126 will be completed and 
put into use. 

, . . f -Hvisorv aroups such as the Advisory 

Recommendations of advisory^g^^P^ ^ the Coira „ittee 

Committee on Immuniz American Academy of 

on Infectious Diseas mmWR and elsewhere. 

Pediatrics will be publi h d immunization will 

The "Arm with the Facts Kir on 
ha nut into widespread use. 


D. 


E 


assuring adequate regulatory capacity to evaluate 

VACCINES 

Activities are ongoing to identify appropriate^ ^ 

identifying monies, staff a 

2K 4S « 

1990. 

improving surveillance of adverse events 

_ 4 - ttt C 3. The SONIC will be completed in 

1989 and decisions will ^^studi^wil^continue 

ssissya?- c ss?3s=p»«- 

marketing surveillance. 


F. ESTABLISHING RESEARCH PRIORITIES 

Current efforts will continue. 


G. 


promoting rapid development and introduction of 
IMPROVED PERTUSSIS VACCINES 

Re-testing of ? er °j?|^ a tria^wil^be^ccomplished. 
pertussis vaccine £eld f lal^ £or additional field 
One or more sites w.ii‘ “ whole cell pertussis 

trials of ^“P^^if^eclnes. Development of 
standardized serologic tests and improved diagnostic 
tests will continue. 
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H. 


assuring optimal immunization levels in all high risk 
and target groups 

The National Vaccine Plan will address the appiropriate 

National 3 "Coalition S^j3oK°S^iSrSil Continue 
an^exoand its efforts. Demonstration efforts will be 

undertaken to develop improved ngsters^A 9 

immunization of inner-city pre-school Y^^er® ' San 
National Immunization Conference will be held in San 

Diego in June 1989. 


i 




- 50 


GLOSSARY 


AAFP 
AAP ' 

ACIP 

AGP 

AFEB 

AID 

AIDS 

amcra 

APHA 

ASH 

BCG 

CBER 

CDC 

CMI 

DHHS 

DOD 

DT 

DTP 

EPI 

FDA 

FRA 

GAG 

GAO 

HBPV 

HRSA 

HMO 

IAG 

IIS 

IND 

I OH 

IPV 

JE 

LPF 

MMR 

mmwr 

msaefi 

NACI 

NAS 

NCDB 

NCHS 

NIAID 

NICHD 

NIH 

NVAC 

NVP 

NVPO 

NVICP 


American Academy of Family Physicians 

American Academy of Pediatrics^ cominittee 

. immunization Practices a * 

. American College of Physicians 

armed Forces Epidemiological Boara 
Aaency for International Development 

American Sicaf^^d KrAssociation 

I Cente^fo^Biologic^Evaluation and Research 

- Centers for Disease Control 

: S ■—« 

: SSSS; toioid, (pediatric 

. SSSSSTind tetanu. tceidj *nd p.rtd.ei. v.ccid. 

- Expanded Programme <?n Immunizatio 

- Food and Drug Administration 

- Filamentous hemagglutinin 

: assess Oiiic. voccln , 

: SSS'SSJcS S51 *«tk»* 

- Health Maintenance Organizatio Group 

- National Vaccine Program Interag y 

- important Information Statements 

- investigational New Drug 

- Institute of Medicine 

. Inactivated poliovirus vaccine 

- Japanese B encephalitis 

- Lymphocytosis virus vaccines (combined) 

_ Measles, mumps, ^^Jf^eklv Reports 

I foni^Ssfem^or^erse^vents Poliowing 

SlafNational Advisory Committee on Immunization 
1 Center^for Drug^and Biologies 

I National Center ^^^^Tand'lnfectious Diseases 
: National of cfflealth and Human . 

Development 

- National Institutes of Health 

. National Vaccine Advisory Committee 

- National Vaccine Program _ 

I National = ^rTcomP-sation Program 
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NVICPO 

OBRR 

OPV 

OTA 

PHS 

PRP 

PT 

PTA 

rDNA 

RSV 

SIDS 

■ sonic 

SRS 

Td 

VAC 

VPD 

VRBPAC 


National Vaccine Injury C-p.n..tio« Pro,.» Office 

Office of Biologies Research and Review 

Oral poliovirus vaccine 

Office of Technology Assessment 

Public Health Service 

Polyribosylphosphate 

Pertussis toxin 

Parent Teacher Association 

Recombinant DNA (desoxyribonucleic acid) 
Respiratory Syncitial 
. sudden infant Death Syndrome id 

. study of Neurologic i: 4nessin u 

’ Tftanufand dlphlhelia toxoids. (adult formulation) 
: National Vaccine Advisory Committee 

: Vaccines^an^Related Boogie Products Advisory 

Committee . 

- World Health Organization 


WHO 
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